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[ff^2 0] K#HBflH£89#jKy v/b^c- h 8 OT-feSiMi 9gE« 

[^^2 i] a^#*»f£i&»T*»«»2££i *>e> 2 0 0^1**1^-^ 

[ft^«2 2] ^^fli^tt^#iT*$>s^^i 2 o©v>-rti^-^ 

[»^2 3] 3Kf^A^**fiMT*&-5ffi^l^e>2 2 <D ^-ftl-fr-mmm 



ffi|E#¥ 11-30 



10 — 110887 



[0 0 0 1] 

ms. ^290mosm*^ tfesrilS: mm. n-tz, mmmm \zm^z>t=. ^(omm^ 
m umshmmm^ s . s & l < £ £ of / * fe 

[0 0 0 2] 

#^^jR*j*#Sf©*^±sa i ©slime j: y ^ssaciSFMt&ajiijffiSKotft^flB 

[0 0 0 3] 

ftimmffimmfctt-t ZmmX'te, M;U£SaundersP> (W092-14473#I£*!I[#) 
rb^dp-ttJUftffi^JSSJilUT, Tipredane&^SIh-t-SJHiflHKJSiaj&lllftL/- 
TV>*. Helzner (W097-O1337# £> ttT l'/b3f-ttJMfcffi©*8ffli: 

[0 0 04] 

±#tt^j»K:#i-sjss!fT?tt, tt^^^^e>©l(l«^lRJR^£€:l^l^±S'ftsv^<-^^© 

*j»*«ai«a*lTV>S 0 «iLt«He> (#i§HH63-303931#&|g) 

, ^^^^^ttffiJSffi^KSrSaJEEJt^l (290 ■Os.)J£ilT©»*^«^#JfiS 
^-r«*j*&*«LTV^«. $^>iC^me> (#iSHS60-123426#^#) tt"fe ^ 1/ 

3 ftfl^^ 1 1-3033524 



iff 5£ 10—110887 



1 - 5 (290-1450 m0sm)T p H# 2 - 5 UT^&iB-^-f 
{ttbt ^S. $ £>lCJ!£^e>(Pharm. Res. Vol. 10, No. 9, 1372-1377, 1993)te 

©flXDEiiMilbTpolyoxyethylene 9-lauryl ether Z&ifQL f=. WLMZMIfcWk^lSL 

[0 0 0 5] 

zxmt^mT'&w&femmvmwi&tfmm t & o t & *; £ tit is 

[0 0 0 6] 
[0 0 0 7] 
[0 0 0 8] 

[0 0 0 9] 

l$*mt><DmWtT°fflm£tl* ^fe|g^e>(Pharm. Res. Vol. 10, No. 9, 1372-13 
77, 1993)CD|&;*:t$8££*lTV>5o IsfrLtetfbZ.tliblt^'f flfc^fctt* 

4 miE#¥ 1 1-3033524 



#5p 10 — 110887 



tcMfc£o ae,jc*Bge,©#»Tftt*«^^^>ttffi(EHI*K^«38ffiitl (290 

mOsm)J^TT*, ^ctt&CWffpTftt'fe^ l/^>3^S38ffiJt 1 (290«Osm)JK±, MW 
4 m0sm©#-a-«fc U285m0smCD^^V\^ $nTfe ^^IC& £ Tt&lK'ft*: fail 

*3|£:gan?*y. 10-2 0«©*»Wtt«l<^ii:' , e&6. 
[0 0 10] 

& © Saunders& & V &He 1 zner © X tt, 7fc^i£'[£& £ V * tt*»*tt4fc JSt & 
* t?5H2ff tffiBS 3 *l T * . L L # & Saunders© ftflFT? » ft 3^ (f JC 
£#i:bT©&3SEE©3B*H:&<, Lv^©fB^#&S©#- 
*feHelzner©#|«F^ttiaS9^#i:bT©!S38ffi©IB*H:«i<, *SSft 

ffli ©as* ©ffi* # & & © » t* & y , dtit© #ff^ e» ©*§iir ic 

[0 0 11] 
[0 0 12] 

[M z> fe «> ©#m] 

[0 0 13] 

[»w©^Jfi©^i»] 

5 tliiE^ 5 ? 1 1-3 033524 
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mmmmm. mv^MHMm. &fommmm> nmnmmm. ikmummmmm 
, ikmummmmm. m.m^mmmmm, mtt&mmmnm. mmmmmm. 

tfi^-^y^ymmmm. mnnmmmm. mmmmmm®. ^mmmmm. & 
m&rmmm®. mmitmmmm. ^ummmmm. ^mnmmm. mmmm 

[0 0 14] 

^^t- m v * S z. £ tfi X £ £ . 7K^?£tt& £ ^ &7kii?§4»» « v > 1* *i ©4&« 

[0 0 15] 
[0 0 16] 

^^^>> IS* h^r^;i/^^^>. #7 if J** 79X7 31*. 

srfc^t't, i,v*%>©*: UT;*j;i/3ff3f S^^Hz^n- 

^hD^A, ^-9->^>t!3*A, t Ka=*^n fc?;i/ir;i/n 

£ J: / * fe li*ii?g4»fClC*f U T l*w/w~30Ww## £ L V"*„ 
[0 0 17] 

##gf8 IC 33 £ Sgm^m^ffi 1*290 mOsm*^ T* & -5 ^1 £ tfi&m.OZkftX' & »J , 

6 ffiSE#¥ 11-30 



g$ 10-1 10887 



L < mOO mOsm^m. & *J # * U < £30 mOsm^ii. 3 £ {C#S; b < »10 mO 
[0 0 18] 

[0 0 19] 

o 

[0 0 2 0] 

m^mm. mm(D^ j Pi^mmz^cx^^^.t.^x^^o mtt-zti^tuosk 

1 0^*-£&£ o 

[0 0 2 1] 

w/w~0.5%w/wT?&£ o 
[0 0 2 2] 

&g£jSCT4*#©KrflBffl, PHWHSSIU ^«#J> *fe#l> 

an*: br &&m£isrtt.M*.\*Tx*fl'X>wit&tfi* mmnthxit 

[0 0 2 3] 

7 ffiSE#¥ 11-3033524 



i 



10-110887 



[0 0 2 4] 

[0 0 2 5] 
[0 0 2 6] 

^Molecular Probes*±$g % -fr^rrt/b 2/ h - > J±Bache«tfcSU *gS"fe;i/0 - *:*7/l/ 
* EI-*-*- h y ^Att«flSlKtt5S©Avicel™ RC-591NF, Polysorbate 80&myt 

8 ffitl^^ 1 1-3033524 
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[0 0 2 7] 

^;iX^;tX©S3;&!UCoV*TAdvanced Instruments, Inc.^fc^(Z>Micro-Osmometer Mo 
del 3MO£ffiVNT^gffi&iH!!5£Lfec 
[0 0 2 8] 

:7/i/tf i/-fe>f > o.i % w/w 

Ult^D-XWn-Xtb^A 1.7 % w/w 
Polysorbate 80 0.1 % w/w 

— 0.03 % w/w 

^jgffi 5 mOsm 
2) 

^/l/rfrF-fe^f > 0.1 % w/w 

^t^/D-XAjl/^D-^tb'J ?A 1.7 % w/w 
Polysorbate 80 0.1 % w/w 
Jgf[:^>if;i/3n^A 0.03 % w/w 
Mth'J^A 0.08 % w/w 
^ft^J± 30 mOsm 
3) 

7;u^i^-fe-0 0.1 % w/w 

j^Hiz;i/D-;*;2j;i/* n-x^- h U 1.7 % w/w 

Polysorbate 80 0.1 % w/w 
^fb^>if;bnn^A 0.03 % w/w 
i&ffc^ h U ?A 0.2 % w/w 
Ift^ffi 72 mOsm 

9 ffif£# ¥ 11-3033524 



{ftsp. 1 0 — 1 10887 



(JH««4) 
-7 fr-tls'te.Jl/ 0.1 % w/w 

*gfi"fe/l/n-:*j!j;i/* U-X-Tb U ?A 1.7 % w/w 
Polysorbate 80 0.1 % w/w 
^b^>if;V=in^A 0.03 % w/w 
Mtb'J^A 0.4 « w/w 
^3§JE 128 mOsm 

m&%> 5 ) 

yjUTtiy^^O o.i % w/w 
IgSt^n-^^^^n-^th'J')^ 1.7 % w/w 

Polysorbate 80 0.1 % w/w 
ik-ffOif^^-^A 0.03 1 w/w 
y;i/Z3-X 0.5 % w/w 
^jgflt 30 mOsm 

mmm e ) 

•7;i/^-ui2>r > o.i x w/w 

ieitjl/D-XA^^n-^th'J^A 1.7 % w/w 
Polysorbate 80 0.1 % w/w 
^fcK>1f;i/r2^^A 0.03 % w/w 
y;i/n-^ 1.2 % w/w 
^Jlffi 72 mOsm 

•7)]/7tU-t>(> 0.1 % w/w 

^H-fe;i/n-x;*j;i/;* a-;*-M- U ?A 1.7 % w/w 

Polysorbate 80 0.1 % w/w 

^b^<>if;i/=3-^A 0.03 % w/w 
2.1 % w/w 

^JSffi 128 mOsm 



#5f£ 10 — 110887 



•7?]/7t\s1Z'0 0.1 % w/w 

^t;i/n-^*;^n-xth'J'?A o.i % w/w 

Polysorbate 80 0.1 % w/w 
^t^>if;i/3n^A 0.03 % w/w 
glE 0 mOsm 

yfyjrU'tej y 0.1 35 w/w 
3£H-fe;i/n-x;*j;i/* n-x^- h y ?A 0.5 % w/w 

Polysorbate 80 0.1 % w/w 
j&ffc^-tf^n — 0.03 % w/w 

Sg^Bt 0 mOsm 

(Jffl^ 10) 
yjVTtU-tJ > 0.1 % w/w 

i^it;i/D - n-^t h V 3.0 % w/w 

Polysorbate 80 0.1 % w/w 
fi-ffc'Oif/Hl — tfA 0.03 % w/w 
$f jgffi 7 mOsm 

[0 0 2 9] 

m^.mi-10<DM-^m^mm^mi00ml^% (Japanese White, ^X, #J|&J3 

kg) iz^mmmmmm®.J*^r*KWBmzmmhfc. #-£5, 10, 15, 30, eo, 1 
2o#«* c J: »; j&o . 5m 1 ^ jfii l jfiiat ^y^Ttu^^o mm & hplct* ^* u & 

o *«120#tfe*T?©H3rlBI-»£ffi»«fc yAUC 0 _ 120Bin &#»»aEJC»-rSBioavai 
lability(B.A.)£H:ffiLfc= Btlil20^** T*©l$H-a«lfil» <fc *J AUC 0 _ 120min 
£:£#)iM£lcM-r£Bioavailability(B.A.)$:^mb£: 0 5i 3 5g(DBioavailabili 
ty©5p:f^>fjg £^ 1 i:it. 
[0 0 3 0] 
[J*«#J 1 ] 

-g-ft-^t^Sg&UCO^T Advanced Instruments, Inc.$fc*gitf)Micro-Osmonieter Mo 

1 1 11-3033524 
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del 3M0£«V^^fib£$J/£Lfc. 
[0 0 3 1 ] 
(JH/fcfc 1 1 ) 

yjV^U^^y 0.1 % w/w 

jgiliz;vn-*#;i/*n-;*^-MJ?A 1.7 % w/w 

Polysorbate 80 0.1 % w/w 
igjt^>f;i/3-fA 0.03 % w/w 
^t^hU^A 0.9 Ww 
290 mOsm 

m&m 1 2 ) 

yjixuizj y o.i % w/w 
ISItt^n-^A/i/^o-^t hi) 1.7 % w/w 
Polysorbate 80 0.1 % w/w 
ttflS'O'if/l/a — #A 0.03 % w/w 
^Ol/n-;* 5 % w/w 
290 mOsm 
.(flfiftft 1 3 ) 

y^Ttly^^y o.i % w/w 
^t^n-^A^^n-^th'JfA 1.7 % w/w 

Polysorbate 80 0.1 % w/w 
Ift/Oif^H-fA 0.03 % w/w 
^*;i/3-X 67 % w/w 
^^Bb 4000 mOsm 
1 4 ) 

yjixu-tj y o.i % w/w 

3*7/1/stf3f 5/*^ /I^^l/n — h y 9 A 0.2 % w/w 
Polysorbate 80 0.1 % w/w 

— 0.03 % w/w 
5 mOsm 
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(Jfiffcfc 15) 

v-fe^r y o.i x w/w 

AM^i/^W^n-^tM^A 0.2 % w/w 
Polysorbate 80 0.1 % w/w 
^itKy^fyn — Vk 0.03 % w/w 
*ftthV9A 0.08 % w/w 
^jgjE 30 mOsm 
(IBJftft 1 6 ) 

7 fy-X^MA y 0.1 % «/» 

v 0.2 « w/« 

Polysorbate 80 0.1 % w/w 
^t/<>if;i/=in^A 0.03 % w/w 

0.5 55 w/w 
^3§BE 30 mOsm 
[0 0 3 2] 

je«*ll-16©#3KiKift-^M«**100«lS:56 (Japanese White, ttfi&J 

skg) izwmmmmmmm*mT*xw&mzm.mvt^ «*5, io, 15, 30, eo, 

120#«JClrtMiU Ui|90.5«iaiJfilUlftt*»f 7^/*W"fe^f >a,g£HPLCT'5£* L 
• . M120^«*Tf©I*HHi«ftliJ: A0C^ 120 . in fc*»#f*IC#«Bioavai 

lability(B.A.)?:^ffib^o **120^tfe* T?©«rlffl-««ia* J: *J AUC 0 _ 120min 
&#fc#$£K:#1-SBioavailability(BaJ&$*ffibfc. 5&3 33£>Bioavailabili 

ty(D5p^HS:^l IC^-fo 
[0 0 3 3] 

Lfc 0 ^ft^;|x©|ii8fflCoV*T Advanced Instruments, Inc.$fcSg(Z)Micro- 

Osmometer Model 3MO£MV>T^MJE£$!l5£b£:o 
[0 0 3 4] 
(ffijfttt 17) 

1 3 miiE^^ 1 1-3033524 



J 
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5-%)l#3ri/7J\/*l/±>( y 0.1 % w/w 

igit^a-^AWn-^th'J'JA 1.7 % w/w 

Polysorbate 80 0.1 % w/w 
g|t / <>^3r')A 0.03 % w/w 
6 mOsm 
(MJER© 18) 

5-Hj;v^tyyjV7tu±^y o.i % w/w 
^^ir;i/n-x*;i/^ n-*-*- h U ?A 1.7 % w/w 

^ Polysorbate 80 0.1 % w/w 

ift'Of^a-^A 0.03 % w/w 
tfjm-T. 0.4 % w/w 
Mj^JE 30 mOsm 
[0 0 3 5] 

m&m7-18<DB$&mi8L J *mMf8,y9l00mlZyi (Japanese White, tf*, #M&J 

3k g ) izwfoffimmmm&^vKm&mzmmisfco «^5, 10, 15, 30, eo, 

120^JC^#ii^J; y^0.5ml^ifiiLJfill8l*5-^;i//K^r>>7;i/^-l/-fe-f >^SS:HP 
LCT'^*bfeo «Sl20^^T*©^-^ffl«S«fc l JAUC 0 _ 120min S:^«)#^^ 
*f-r§Bioavailability(B.A.)£^:ffiLfco "^0120^* *e©^F^-tiMffi^«J: 
yAUC 0 _ 120min $:^:«)^lCMi-SBioavailability(B.A.)$:#mbfeo ^353® 

B i oava i 1 ab i 1 i ty<D ^i^U £ IC ^ "t* „ 
[0 0 3 6] 

TIE £ ^ t* & 6 5-^ ;p ^ ;i/ ;* u -fe >f > 5teJg$:#M M&ty £ mm 

[0 0 3 7] 
(fflJ&tt 1 9 ) 

5-^;i/^^r2/7;i/^-i/-fe>r > 0.1 % w/w 
^tjl/D-^A^Q-^th'JfA 1.7 % w/w 
Polysorbate 80 0.1 % w/w 

1 4 ffiSE^ 3 ? 11-3033524 
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tfrffc'O if /I/ 0.03 % w/w 
?;in-7. 5 % w/w 

^Slflt 290 mOsm 
(M2 0) 

5-*;i//^^S/7;i/^-i^-fe>r > o.i % w/w 
i^it^n-xjij^^n-^th'j^^ 1.7 56 w/w 

Polysorbate 80 0.1 % w/w ^ 
Sfrft'OifJUl-tfZ* 0.03 % w/w 

67 X w/w 
^j^ffi 4000 mOsm 

(1^2 1) 
33JVtf*c*/7J\/7t-l' J £<4> 0.1 56 w/w 
#;i//K3f S/^^lz-fe^D-X^ KU #A 0.2 % w/w 
Polysorbate 80 0.1 % w/w 
atffc'O-tf/l'nntfA 0.03 % w/w 
SIjSBE 6 mOsm 
22) 

5fj;i/3if^^7;i/^-i/-i2>r > 0.1 % w/w 
ij)Vtf3cism-)m)i>u-xi- h V ?A 0.2 -X w/w 
Polysorbate 80 0.1 % w/w 
fi'ffc'Olf/l/n — 9i» 0.03 % w/w 

0.4 % w/w 

^jgJE 30 mOsm 
[0 0 3 8] 

^^19-22©#5tem^#ffiM^%100ml$:5l (Japanese White, tfx, foMffi 
3kg) lCrp|R»»*fflrffl«#» , T?^flff#fiJCi!ll»bfc. «#5, 10, 15, 30, 60, 

Lc^«bfc. *i*i2o#«*-e©i$ra-mB^»j: yAuc 0 _ 120Bin &*«)#atc 

£Bioavailability(B.A.) Ilffitfc. % 3 ^©Bioavai labi 1 ity®3|£jg{t£ : 

1 5 fflSMf 5 ?- 1 1-3 033524 



J 
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[0 0 3 9] 

[0 0 4 0] 
(ffi^2 3) 
i?-^r^;i/^ h — > 0.008 5& w/w 

*git;i/n-^*;^n-^th'J^A 1.7 x w/w 

^ Polysorbate 80 0.1 % w/w 

j&ft'Olf^n^A 0.03 % w/w 

^jgffi 10 mOsm 

(««*2 4) 
V-V-fyfyi/ h — > 0.008 % w/w 

*§Sir;bn-x*;i/^a-^-^-h U 1.7 % w/w 

Polysorbate 80 0.1 % w/w 
M'<>fA/n-'?A 0.03 % w/w 

0.4 % w/w 
^Slffi 30 mOsm 
[0 0 4 1] 

^J&^23-24©^)g&^MM^100ml&^ (Japanese White, #fi>S$ 
3kg) Klrp|R»*«mffla^«T?^rfl!I#ttK: , «»bfe- «^ 5 » 15 ' 30 » 60#«JC 

0^«*T©«rlSI-«a!ia»J: yAUC 0 _ 60ain S:#ft#aJC^'rSBioavailability 
(B.Aj&^ffibfc. 5f 3 33Bioavailabilitytf>^i£ffi£^3 tCa^o 
[0 0 4 2] 

[0 04 3] 

2 5) 

1 6 11-3033524 
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VTjJfr^V — y 0.008 % w/w 

^it;i/a-x*;i/^n-xtN^^ 1.7 % w/w 

Polysorbate 80 0.1 % w/w 
^b^>if^=I~f^ 0.03 % w/w 

5 % w/w 
g^jE 290 mOsm 
(»2 6) 

-9->5r*;i/i/ 0.008 X w/w 
«It^D-x*^^n-^th'J ?A 1.7 % w/w 
Polysorbate 80 0.1 % w/w 
^ffOlf^n — A 0.03 % w/w 
^n-x 67 % w/w 
^3§JE 4000 mOsm 

0fflJ&#l2 7) 
•9-^r^;ixi/ h — > 0.008 % w/w 
A/i/stf^rS/^^-fe/l/n— h U #A 0.2 % w/w 
Polysorbate 80 0.1 % w/w 
Jfi-ffc'O'if/I/nntfA 0- 03 % w/w 
1 OmOsm 

(IBJ&ft 2 8) 

— > 0.008 % w/w 

#;i/#3f£/;*^;i>iz;vn b V ?A 0.2 % w/w 

Polysorbate 80 0.1 % w/w 
Jfi-ffc'<>'if/I/3 — 0.03 % w/w 

0.4 % w/w 

^3§tffi 30 mOsm 
[0 0 4 4] 

&MJ»25-28(2^Bl^m^#!l00ml£5& (Japanese White, flcfiftj 
2.5kg) C*JR»*J(GW»a#»Tf^«#ttK:«*bfc. «#5, 15, 30, 60^« 

1 7 m$E#¥ 11-3033524 
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60^* T*©^ra-a^ffill<fcyAUC 0 _ 60min $:*fe#^lC^1-SBioavai lability 
(B.A.)$rWffibfe= J&3^(DBioavailability©^:^ffi£^3lC:^'to 
[0 0 4 5] 

SI 
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1 0 


B.A. (%) 


63 


47 


16 


13 


29 


10 
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22 


37 


53 



[0 0 4 6 ] 



[^2] 



m 1 <D~?~3^ 1 













2 


*U£«J1 3 


*fifiJc#J 1 4 


Jfflfi£<Bjl 5 


*&fifc«J 1 6 


B.A. (X) 


7 


7 


4 


7 


5 


5 



[0 0 4 7] 



[^3] 



^2 





$mm2 




©SO 


t&mmy 7 


mfowi 8 


m.i$.mi 9 


2 0 


S&feJc«J2 1 


*&fefc4&2 2 


B.A. (X) 


52 


47 


5 


3 


7 


3 


[0 04 8] 

[^4] 

3fc3 










®.&M>}2 3 




mi$.®2 5 


*&fS«5 2 6 


»fcj£«5 2 7 


!tE.^2 8 


BiA. {%) 


39 


36 


3 


2 


5 


5 


[0 


0 4 9] 



it. mffl<D&MB.&290 mOsm, 340 mOsmi: ^58©^^JBE©SS?RI, &SV^*40 

1 8 ffiffE^sp 11-3033524 
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m 1 & Z> £ y ^*^WfJffla|8tt8-15|SKH|Sf* b T v> £ „ 
[0 0 5 0] 

£%^&9#j;g^&^^iECD^;&[HC#V^^U 30 m0sna?5 m0sm©3/4^il & »J 
, S &KllffV*72 ■0s«T»:fc£<&E^ , S"<5*i c % 128 m0sml?%290 m0smJ^Ji©^M© 

[0 0 5 1] 
[0 0 5 2] 
[0 0 5 3] 

[0 0 5 4] 

tf z: £ tc J; o T { i C » T £31 ic & £ ti & r H tfjjk £ *u . * ft m <z> WtlR M * 

[0 0 5 5] 
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